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(TYPE OR PRINT) 


Ninv % 1 ?nns 


S»l rcwM tida far ^ Report Control No 

additionaUnformcl^ OldO*OOA-AN 




FACILITY LOCATIONS (SIIm) 


See Attached Listing 


REPORT OF ANtMALS USED BY OR ONOE R CONTROL OF RESEARCH F^ILITY (AtUicn «t0,0cn.. .n..u .f o, A PH.t. FORM 7020A, 


ANmaia Covarad 
By Tha Anima 
Walfara Kagulattona 


B.Numbarof 
anJmaia baing 
brad, 

condl tionad . or 
hakJ foruaa in 
taacNng. taating. 
ax panmanta, 
raaaarcn, or 
aurgary but not 
yat uMd for such 


C. Numbar of 
animals upon 
which taaching. 
raaaarch. 
axpadmants. or 
tasta wara 
conductad 
IrwoMng no 
pain, dlatraas. oi 
uaa of paln> 
raNavtng drugs. 


D. Numbar ofanlmala upon 
which axpadmants. 
(aachkig, raaaarch. 
aurgary. or taata wara 
conductad lnvofvlr>g 
•ocompanying pain or 
dlatraas to tha anlmala 
and for which appropnata 
*nasthatic, analgaaie. or 
trar>dultlzlr>g drugs wara 
uaad 


E. Nurrlj«- or anlmola upon whlcn torching 
axpadmanta. raaaarch, aurgary. or taata wara 
conductad Involving aooompanying pain or diatraaa 
to tha anlmala ar«d for which tha uaa of appropdata 
artaathatlc. analgaaie. or tranquWzing druga would 
hava advaraaly affaotad tha procaduraa, raaulta. or 
Intarpratadon of tha taaching, raaaarch, 
axparlmants. aurgary. or taaU. (An •xpfmnstion of 
thm p/oo0dur»9 producing pa/n or dittrese in these 
mnimmta end the rsmmonm such druga wara nof uasd 
muat bm affachad to thia raport) 


TOTAL NO 
OF ANIMALS 


(Cola. C 

D-^E) 



4. Dogs 


5. Cats 


6. Guinea Pias 


7. Hamsters 


8. Rabbits 


9. Norvhuman Primates 


10. Sheep 


11.. Pigs 


12. Other Farm Animals 


«« orcuhi«.^„g nn^.., ph„ ». ounng 


a) Each principal InvoaUgalor haa consldarad aRannaUvaa to painful procaduraa. 


principal ln,..tlo,lor?nd approvad^mtTTn^uU^l^^r^^^ ** Wdllad and a«plalnad by tha 

“ ?r;,::5*::rt:rur*"*"‘“ >» «- P~vl.lc p, rcrcu.„ vM.r.„.ry ca, a,d n. tha aPu,urcy of oPar ..prc» of 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chlaf Executive Officer or Legally Responsible InsUtutional Official) 

'■ •'•'“VlhitlheibovttolnM, coir»el,indcoitipl«t»(7U.iC.Srcllon21«). 


(b)(6), (b)(7)(c) 


ll-ih-ol, 


» I oej wnif.n is oooolota 


- , c,-). 






























Summary of Exceptions to the Regulations or Standards 


Primary Enclosures 




for an odd 


2. Tins social housing was done to promote species-typical behavior and enhance acclimation. 

3. Species; Primate 

4. Number of animals; 6 
Dog Exercise 


1 . Exceptions were granted to the dog exercise plan. 

L'r smdy. 


not exercised during the period of data collection due 
exemption was of short duration (10-14 days). 

3. Species; Dog 

4. Number of animals used; 32 
Sanitization of Primary Enclosures 


A one day delay was granted to the cage change requirement. 

a. This delay was granted to minimize handling of neonatal animals. 

b. Species; Rabbit 


Animals on study were 


to issues of catheter maintenance. The 


c. 53 ( 10 dams and 43 kits) 

A one day delay was granted to the cage change requirement. The 
per standard procedure. 


cages were cleaned twice daily as 


a. This delay was granted due to radiotelemetry data collection in close proximity. 

b. Species; Dog 

c. 10 



Column E Explanation Fnrm 


1. Registration Number: 31-R-0021 

2. Number of animals used in this study; 1 

3. Species (common name) of animals used in this study: Ferret 

involved an^’njection witht^proprSrT'^cc^i^e injection. The dosing procedure 

UisTcss. The ad,„i„.s,ra, (t fl„asJ“SZL'„ ” 

"S* Xe* “d'p'ain 

f ““ “f-f""-" »« ““Id confound 

allevia,e pain and dlsuoss. Those da, a are cmical .„ hnnun saft;',„ThTe“f„rhtZ'e“p'“ “ 

' Sal^l CTR;t7.Cle“ =»<" f'«-l 

of, p,„pn.n„y and provide proof of 

21CFR314riin ■ k tr t’^^'inired by the federal government under 

feasible, and/or 2?cK oTTn'bpan T''?” 'T’" f “cc "■>■ chical or 

snrdies are no, e,hical oriiasiblef " of b.„log.cal produch, when human efficacy 

C olumn E Explanation Form 

1. Registration Number: 31-R-0021 


3. 


5 . 


Number of animals u.sed in this study; 17 

Species (common name) of animals used in this study: Ferret 

resnhan. vna, ,nfec,ion may have caused pranS^^^^^ 

Prowde sc,en,if,c jus,ilica,ion why pain and/or disness could no, be relieved Siaie nv-tho , 

used ,o de,crm.„e ,ha, pain and/or dis.ress relief would imerfere wiartel'rSulfs “ 

fesu"^' Iherram® f -d could confound 
veterinarians and animal technicians were on^s^teT ^ ^ predict mortality. Experienced staff 

issues. Pain-relievmg drugst:;re on te b Th 



Regublio JicFRrtltteCiVndZJJic^ 

human cllicacy studies are not ethical or feasible a^nd/OT 21CFSol'oi'“'’’’'r‘'i°u”"' 
btologtcal products when human efficacy s.ndies’are not eihicaf o, fcLiblel 

Column E Explanation Form 
1. Registration Number: 31-R-00 21 


2 . 


3. 


4. 


5. 


Number of animals used in this study: 394 
Species (common name) of animals used in this study: Guinea Pig 

involved an Ejection with blcSrspOTetwhlc^^^^ injection. The dosing procedure 

The resultant bacterial infection may have caused pain and/T diTfress P"'" 

used to determmelhat pam andTcH^ i^TttesTrdkftlTd btellrwi* “ 

results. Therrare^no kMwn chaw^^ of infection and could confound 

veterinarians and animal technicians were on sitp^tn^ P*^ mortality. Experienced staff 

issues. Pain-relieving drugs were not used on the h conduct and any animal welfare 

uilcvlatc pain and disttcss. These dau, -"cffiicXh^r ” 

rgXXXXta'S XcX’nX. ““ 

human efficacy studies ate not ethical or feasS 2irFRSl'9lTr n H™**"®' 
btological products when human efficacy smdie:X;e,h™„, Ras' ble] ’’ 


1. Registration Number: 31-R-0021 


3. 


4. 


Number of animals used in this study: 124 

Species (common name) of animals used in this study: Guinea Pig 

involved an injection with blcTeriarspmetwhl^ injection. The dosing procedure 

The resultant bacterial infection mav have caucprl use more than momentary pain or distress. 

^effiectteeuessofZnXranX^^^^^^ 



results. There are bi^wn of infection and could confound 

veterinarians and animal technicians were on siff'tn^ mortality. Experienced staff 

issues. Pain-relieving drugs were not used on the h conduct and any animal welfare 

pain ,„d disness, Th.se da« are cnucXtar„ »S;t„reZ“ “ 

R.gnlahonsVR).itl.^„^l™Vn3resprcinrr.2ho„^^^^^^^^ 

human efficacy studies are not elhieal or feasible and/or 2 ICFrSi^Oi'*'’’’'^"'' 
btological products when human efficacy sntdies'are not ethicafo, feLtbi?”"’ 


1. Registration Number: 31-R-00?1 

2. Number of animals used in this study: 1 5 

3. Species (common name) of animals used in this study: Guinea Pig 

effects of an unidentified compound. ’ ^ subcutaneously, to determine physiological 

used to delcrmine'that pain'anttoTte relilf wS .‘ntt^rw® ^ueti?'' 

^°st » «" P"i*nti/ied compound 

man. There am nrLorchm^tered f ^ • «f 

mild clinical signs often recovered without siirnc nf *^*,1 o predict mortality. Animals exhibiting 
Anesthetics, analgesics andTanc^ rapidly, 

compound Experienced staff veterinarians and atl^huTu'^h"* P'')'*'P'P8ieal effeets of this 

N/A 

Column E E xplanation Form 

1. Registration Number: 31-R-0021 

2. Number of animals used in this study: 62 

3. Species (common name) of animals used in this study: Guinea Pigs 

4. F'XpIain the procedure producing pain and/or distress- Antm-ic 

for one week. The dosing procedure involved oral ga.age of 03^0 


6 . 



ES=ES====Hi£'S~ 

Sa^ons^’rCFRr.lt7e^“‘"^^^ '"h t" agency, the Code of Federal 

Kegulations (CFR) title number and the specific section number: 

N/A 


Column E Explanation Form 

1 . Registration Number; 31-R-0021 

2 . Number of animals used in this study; 109 

3. Species (common name) of animals used in this study; Guinea pigs 

Aerosol challenge with bacterial snores The 

l»fcw 

SaSm ’tCFRult?^'"'"!?"' ’’"f procedure? Cite the agency, the Code of Federal 
Kegulations (CFR) title number and the specific section number; 

Agency; N/A 


6 . 


Column E Explanation Form 

1. Registration Number; 31-R-0021 

2. Number of animals used in this study; 6 



3. Species (common name) of an.mals used in .Ids smdy: New Zealand Wh„e Rabbi, s 

'■ A«oso,cha„engewi,hbac.e„a,sp„rcs. The 

painful bu, resultan, bacterial infection ma? haXuTi p^m t'd/o^distell'^ 
used to determine'that pam IriUcs” d°ef wS Serferwdh tei™tlfs“ 

potentiate the 'to of iXtio^Md coTta^^ P»'™''al 1° mask or 

markers to predict mortality Experienced staff vpfr. ' ’ f characterized, surrogate 

monitor the sntd, conduct L a„7.Z? »" «« -o 

basis that death is rapid following the onset of svmntnms a h tT 

mask the clinical appearance affecting thp pv ■ ^ i j ” of pain medications could 

those which are foui^irbrmo^ruXre^^^^^^^^^^ -g- or 

critical to human safety in the event of human exposure. ^ distress. These data are 

'■ agency, the Code of Federal 

Agency: N/A 


1- Registration Number: 3 1 -R-002 1 


2 . 


3. 


4. 


5. 


Number of animals used in this study: 18 

Species (conunou name) of animals used in this study: New Zealand White Rabbits 

compounds through a Tfulm^cccss port °The chdlcil”'”™”T ^ 

etfecls were e.cpcctcd lo be immediate and severe (with tosSs "‘'.""'7 "t ' 

conducted to detennine the threat potential of a uaLlly occ^t"^™? ™ 

potentiate the effects of th^adSlferS com^^ ‘‘ potential to mask or 

characterized, surrogate inarkeTs ^ln '“own 
pathology. Experienced staff veterinarians and aniiL? ter h development of clinical 

conduct and any animal welfare issues Pain relievino H monitor the study 

rapid following the onset of sy^torS' LT^a T death I 

appearance, affectin. the expeZS data Tlt% . medications could mask the clinical 

human exposure ^xpenmental data. These data are critical to human safety in the event of 


6. N/A 

Column E Explana tion P'orm 
1- Registration Number: 31 -R-002 1 


study: 114 


2. Number of animals used in this 



3 . 


5 . 


Species (common name) of animals used in this study: New Zealand White Rabbits 
ch dlenu?" producmg pain and/or distress: Aerosol challenge with bacterial spores The 

Provide scientific justification why pain and/or distress could not be relieved State mett,r.ri 
used ,0 dcemdnc ,l,a, p.i„ and/o, di«„as relief would ™‘"‘ 

^orrlSe'the’Sfeef “f'’ f “f *' "» !><>““ <» 

mask the clmical appearance, affecting the experimental data. Animals exhibhing clinical signs or 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Dmgs, specificallv 21CFR 314 fiin 

7nrTw e^u ™„'e,jf“" ^ f - “i"-'* <«nde' subparr'^l-ippr^al „f 

urugs when human efficacy studies are not ethical or feasiblel and ?irRRAni oi i u j 

^v.de„ee of effecrlveuess fto™ studies 

When human efficacy studies are not ethical or feasible). i oioiogicai products 

Column E Explanation Form 


2 . 


3 . 


5 . 


Registration Number: 31-R-QQ21 
Number of animals used in this smdy: 7 

Species (common name) of animals used in this study: New Zealand White Rabbits 

producing pain and/or distress: Aerosol challenge with bacterial spores The 
nafnfi if P^formed using a muzzle-only exposure chamber. The challenge procedure itself is not 
painful but resultant bacterial infection may have caused pain and/or distress TTu^ work was 

d?iSS “rr'tu “ir' ^ ProvidTdaiTktdta ,0 

Utilization of the rabbit model in therapeutic efficacy studies. ^ 

not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

potentiate the efteets of infection and confound results. There are no known characterized si.rr.wntP 
theftull" ‘ niortahty. fcxperienced staff veterinarians and animal technicians were on site to 
monitor he study conduct and any animal welfare issues. Pain-relieving drugs were not used on the 

mfsk tf following the onset of symptoms, and that the use of pain medications could 

those affectmg the experimental data. Animals exhibiting clinical signs or 

*ose which are found to be moribund were euthanized to alleviate pain and distress. These data are 
critical to human safety in the event of human exposure. 



Cite the agency, the Code of Federal 
i, (CFR) title number and the specific section number: 

Kour,fbv " r definitive studies 

h Zn 1 SO''"™'"""* under 21CFR.314.610 - subpart I -approval of new drugs when 

Iran efficacy studies are not ethical or feasible, and'or 2 1 CFR60 1.91- subpart H -aoDroval of 
biological products when human efficacy studies are not ethical or feasible], ^ 

Column E Explanation Form 
1 . Registration Number: 31-R-002 1 


Number of animals used in this study: 12 


3. 

4. 


Species (common name) of animals used in this study: New Zealand White Rabbits 
Explain the procedure producing pain and/or distress: Aerosol challenge with bacterial spores The 

em^ms 

Fede., 

human efficacy sludies are no. ethical or feas.We a^d/or 21CFR6o"9r'’sutoan°H"'"' ‘‘"'*1 
biological produca when human efficacy amd.ca aret; cSor ^* 10 ^^^ 

Column E Explanation Form 

1. Registration Number: 31-R-0021 

2 . Number of animals used in this study: 56 


6 . 


3. 


Species (common name) of animals used in this study: New Zealand White Rabbits 



5 . 


Provide scientific justification why pain and/or distress could not be relieved. State methods 
used to determine that pain and/or distress relief would interfere with test results. 


or means 


6. 


Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound 
results. There are no known characterized, surrogate markers to predict mortality. Experienced staff 
T ‘^‘^hnicians were on site to monitor the study conduct and any animal welfare 

issues Pain-relieving drugs were not used, on the basis that death is rapid following the onset of 
symptoms, and that the use of pain medications could mask the clinical appearance, affectinu the 

aHcviiroat td moribund were euthanized to 

alleviate pain and distress. These data are critical to human safety in the event of human exposure 


What, if any, federal regulations require this procedure? Cite the 
Regulations (CFR) title number and the specific section number: 


agency, the Code of Federal 


This work was conducted to validate a model and develop data necessary for definitive studies 
[required by the federal govermnent under 21CFR.3 14.610 - subpart I -approval of new drugs when 
huimn efficacy studies are not ethical or feasible, and/or 21 CFR601. 91 - subpart H -approvS of 
biological products when human efficacy studies are not ethical or feasible]. 


Column E Explanation Form 


1 . 


Registration Number; 31-R-QQ2 


5 . 


6 . 


2. Number of animals used in this study: 1 29 


3. 


Species (common name) of animals used in this study: New Zealand White Rabbits 

Explain the procedure producing pain and/or distress: Aerosol challenge with bacterial spores The 
challenge was pertoimed using a muzzle-only e.xposure chamber. The challenge procedure itself is not 
painful but resultant bacterial infection may have caused pain and/or distress. This work was 

conducted to evaluate the effectiveness of monoclonal antibodies, antibiotic treatment and/or 
vaccmation (proprietary). 

Provide scientific justification why pain and'or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians and animal technicians were on site to 
hTsk conduct and any animal welfare issues. Pain-relieving drugs were not used, on the 

basis that death is rapid followmg the onset of symptoms, and that the use of pain medications could 
mask the clinical appearance, affecting the experimental data. Animals exhibiting clinical signs or 
those which are found to be moribund were euthanized to alleviate pain and distress. These dm are 
critical to human safety m the event of human exposure. 

What if any federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 


This work was conducted to validate a model and develop data necessary for definitive studies 
[requirec^^by the federal government under 21CFR.314.610 - subpart I -approval of new dmgs when 
human efficacy studies are not ethical or feasible, and'or 21CFR601.91 - subpart H -approval of 
biological products when human efficacy studies are not ethical or feasible] 

C olumn E Explanation Form 


1 . Registration Number: 31-R-0021 



2. Number of animals used in this study: 1 8 

3. Species (common name) of animals used in this study: Cynomolgus macaques 

4. Explain the procedure producing pain and/or distress: Intravenous challenge with a systemic vims to 
test the protective efficacy of a proprietary vaccine candidate. The challenge was performed under 
Telazol g) anesthesia. The challenge procedure itself is not painful but resultant viral infection may 

have caused pain and/or distress. This work was conducted to evaluate the effectiveness of vaccination 
(proprietary). 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians and animal technicians were on site to 
monitor the study conduct and any animal welfare issues. Pain-relieving dmgs were not used on the 
basis that the use of pain medicarions could mask the clinical appearance, affecting the experimental 
data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized to 
alleviate pain and distress. These data are critical to human safety in the event of human exposure. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: FDA 

CFR. As appropriate, study conducted under Title 21, Food and Dmgs, specifically, 21CFR 314 610 
approval based on evidence of effectiveness from studies in animals (under subpart I-approval of new 
dmgs when human efficacy studies are not ethical or feasible), and 21CFR601 .91, approval based on 
evidence of effectiveness from studies in animals (under subpart H-approval of biological products 
when human efficacy studies are not ethical or feasible). 

Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2 . Number of animals used in this study: 13 

3. Species (common name) of animals used in this study: Cynomolgus macaques 

4. Explain the procedure producing pain and/or distress: Intravenous challenge with a systemic vims to 
charactei^e the optimal dose of the current stock of vims. The challenge was performed under 
felazol® anesthesia. The challenge procedure itself is not painful but resultant viral infection may 
have caused pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain anch or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians and animal technicians were on site to 
monitor the study conduct and any animal welfare issues. Pain-relieving dmgs were not used on the 
basis that the use of pain medications could mask the clinical appearance, affecting the experimental 
data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized to 
alleviate pain and distress. These data are critical to human safety in the event of human exposure 



6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

This work was conducted to validate a model and develop data necessary for definitive studies 
[required by the federal government under 2 1CFR.3 14.610 - subpart I -approval of new drugs when 
human efficacy studies are not ethical or feasible, and/or 21 CFR60 1.91 - subpart H -approval of 
biological products when human efficacy studies are not ethical or feasible]. 

Column E E.xplanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 9 

3. Species (common name) of animals used in this study: Cynomolgus macaques 

4. Explain the procedure producing pain and/or distress: Aerosol challenge with infectious bacteria. The 
challenge was performed under Telazol® anesthesia using a head-only exposure chamber. The 
challenge procedure itself is not painful but resultant bacterial infection may have caused pain and/or 
distress. This work was conducted to evaluate the effectiveness of a therapeutic treatment 
(proprietary). 

5. Provide scientific justification why pain and'or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians and animal technicians were on site to 
monitor the study conduct and any animal welfare issues. Pain-relieving drugs were not used, on the 
basis that death is rapid following the onset of symptoms, and that the use of pain medications could 
mask the clinical appearance, affecting the e.xperimental data. Animals exhibiting clinical signs or 
those which are found to be moribund were euthanized to alleviate pain and distress. These data are 
critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

This work was conducted to validate a model and develop data necessary for definitive studies 
[required by the federal government under 21 CFR.3 14.6 10 - subpart I -approval of new drugs when 
human efficacy studies are not ethical or feasible, and/or 21CFR601.91 - subpart H -approval of 
biological products when human efficacy studies are not ethical or feasible]. 

Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this smdy: 20 

3. Species (common name) of animals used in this study: Cynomolgus macaques 

4. Explain the procedure producing pain and/or distress: Aerosol challenge with bacterial spores. The 
challenge was performed under Telazol® anesthesia using a head-only exposure chamber. The 
challenge procedure itself is not painful but resultant bacterial infection may have caused pain and/or 
distress. ITiis work was conducted to evaluate the effectiveness of vaccination (proprietary). 



5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians and animal technicians were on site to 
monitor the study conduct and any animal welfare issues. Pain-relieving drugs were not used, on the 
basis that death is rapid following the onset of symptoms, and that the use of pain medications could 
mask the clinical appearance, affecting the experimental data. Animals exhibiting clinical signs or 
those which are found to be moribund were euthanized to alleviate pain and distress. These data are 
critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

This work was conducted to validate a model and develop data necessary for definitive studies 
[required by the federal government under 2 1 CFR.3 14.6 10 - subpart I -approval of new drugs when 
human efficacy studies are not ethical or feasible, and/or 21CFR601. 91 - subpart H -approval of 
biological products when human efficacy studies are not ethical or feasible]. 

Column E Explanation Form 

1 . Registration Number; 31-R-0021 

2. Number of animals used in this study: 5 

3. Species (common name) of animals used in this study: Rhesus macaques 

4. Explain the procedure producing pain and/or distress: Aerosol challenge with bacterial spores. The 
challenge was performed under Telazol® anesthesia using a head-only exposure chamber. The 
challenge procedure itself is not painful but resultant bacterial infection may have caused pain and/or 
distress. ITiis work was conducted to determine early markers of exposure. This work is important to 
establish procedures at the CDC for measuring markers of exposure. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. Experienced staff veterinarians and animal 
technicians were on site to monitor the study conduct and any animal welfare issues. Pain-relieving 
drugs were not used, on the basis that death is rapid following the onset of symptoms, and that the use 
of pain medications could mask the clinical appearance, affecting the experimental data. Animals 
exhibiting clinical signs or those which are foimd to be moribund were euthanized to alleviate pain and 
distress. These data are critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

The Division of Laboratory Sciences (DLS), National Center for Environmental Health (NCEH), 
Centers for Disease Control and Prevention (CDC), is developing methods to rapidly identify toxic 
substances to which human beings have been exposed. Exposures may be due to chemical or 
biological emergencies or to acts of terrorism. The purpose of this task order is to help understand the 
timing of the appearance of a marker in the serum of infected animals and to determine the earliest 
time point post infection at which it can be detected. These studies will be used to validate an analysis 
method for early detection of exposure in humans 


Column E Explanation Form 


1. Registration Number: 3 1 -R-002 1 

2. Number of animals used in this study: 19 

3. Species (common name) of animals used in this study: Rhesus macaques 

4. Explain the procedure producing pain and/or distress: Aerosol challenge with bacterial spores. The 
challenge was performed under Telazol® anesthesia using a head-only exposure chamber. The 
challenge procedure itself is not painful but resultant bacterial infection may have caused pain and/or 
distress. This work was conducted to evaluate the protective efficacy of the licensed vaccine using an 
alternate iinmunization regimen and aerosol challenge over an extended time interval. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality and that is part of the objective of this study. Experienced staff 
veterinarians and animal technicians were on site to monitor the study conduct and any animal welfare 
issues. Pain-relieving drugs were not used, on the basis that death is rapid following the onset of 
symptoms, and that the use of pain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribund were 
euthanized to alleviate pain and distress. These data are critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR. 3 14.610, 
approval based on evidence of effectiveness from studies in animals (under subpart I~approval of new 
drugs when human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on 
evidence of effectiveness from studies in animals (under subpart H-approval of biological products 
when human efficacy studies are not ethical or feasible). 

Column E Explanation Form 

1 . Registration Number: 31 -R-002 1 

2. Number of animals used in this study: 8 

3. Species (common name) of animals used in this study: Rhesus macaques 

4. Explain the procedure producing pain and/or distress: Aerosol challenge with bacterial spores. The 
challenge was performed under Telazol® anesthesia using a head-only exposure chamber. The 
challenge procedure itself is not painful but resultant bacterial infection may have caused pain and/'or 
distress, 'fhis work was conducted to evaluate the effectiveness of monoclonal antibodies, antibiotic 
treatment and'or vaccination (proprietary). 

5. Provide scientific justification why pain and, or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 



Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians and animal technicians were on site to 
monitor the study conduct and any animal welfare issues. Pain-relieving drugs were not used, on the 
basis that death is rapid following the onset of symptoms, and that the use of pain medications could 
mask the clinical appearance, affecting the experimental data. Animals exhibiting clinical signs or 
those which are found to be moribund were euthanized to alleviate pain and distress. These data are 
critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

This work was conducted to validate a model and develop data necessary for definitive studies 
[required by the federal goverrunent under 21CFR.314.610 - subpart I -approval of new drugs when 
human efficacy studies are not ethical or feasible, and/or 21CFR601.91 - subpart H -approval of 
biological products when human efficacy studies are not ethical or feasible]. 



